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DETAILED ACTION 



Election/Restrictions 



Claims 10-25 are currently pending in the application. 

Applicant's election of group II and election of compound C with traverse to 
various species in the reply filed on 10/16/08 is acknowledged. The traversal is on the 
ground(s) that the restriction requirement is not of the type set forth in MPEP 803.02 
and is therefore not consistent therewith. This is not found persuasive because the 
instant application is in contrast to the MPEP which clearly states that in Markush type- 
claims, a restriction requirement is not required only if members of the Markush group 
are sufficiently few in number or so closely related that a search and examination of the 
entire claim can be made without serious burden. In the aforementioned instant, the 
examiner would then have to examine all the members of the Markush group in the 
claim on the merits. However, the Examiner contends that in the instant application, 
independent claim 1 recites a method of treating chronic pain utilizing any and every k- 
opioid receptor agonist. Consequently, such recitation would indeed be burdensome as 
a search for all K-opioid receptor agonist will entail searching non-overlapping multiple 
databases for various references and literature searches. As a result, proper practice 
(i.e. according to M.P.E.P. 803.02 R-5) requires that in applications containing a 
Markush-type claim that encompasses at least two independent or distinct inventions, 
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the examiner may require a provisional election of a single species prior to examination 
on the merits. 

Thus, the requirement is deemed proper and is therefore made FINAL. 

Claims 10, 12, 14, and 16-24 are withdrawn from further consideration pursuant 
to 37 CFR 1 .142(b) as being drawn to a nonelected group and species, there being no 
allowable generic or linking claim. Claims 11, 13, 15, and 25 are examined on the 
merits herein. 

Priority 

Acknowledgment is made of applicant's claim for foreign priority. It is noted, 
however, that applicant has not provided English translations of the Japanese 
application as required by 35 U.S.C. 1 1 9(b). Nonetheless, the priority date of the 
instant invention is July 04, 2003. However, without the English translation, one cannot 
ascertain if the instant invention is present in the Japanese application. Therefore, art 
prior to the PCT date, but not before the date of the Japanese applications may be cited 
against the claims. 

IDS 

The information disclosure statement (IDS) submitted on 12/21/06 is acknowledged and 
has been entered. The submission is in compliance with the provisions of 37 CFR 1 .97. 
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Accordingly, the information disclosure statement has been considered by the 
examiner. 

Drawing 

The drawing, particularly figure 1 , was received on 12/29/05. Accordingly, the drawing 
has been considered and entered. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 11, 13, 15, and 25 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. In this application, the use of k- 
opioid receptor agonists is critical or essential to the practice of the invention; however, 
applicant did not specifically describe all K-opioid receptor agonists except the agonist 
derivatives of benzothiazoline. Consequently, due to this lack of written description, the 
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exact K-opioid receptor agonists being claimed by applicant to be used in their method 
cannot be fully ascertained. 

Provisional Non-Statutory Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
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be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 11, 13, 15, and 25 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 2-4 and 6-7 of 
U.S. Patent 7,410,987 B2 (hereinafter Tokai US Patent No. '987). Although the 
conflicting claims are not completely identical, they are not patentably distinct from each 
other because both applications are directed to a method of treating pain utilizing 
compounds of formula II. The claimed invention and U.S. Patent '987 are rendered 
obvious over another as the claimed invention teaches a subgenus of pain (i.e. chronic 
pain) using a subgenus compound of formula II (i.e. tartaric salt whereas Tokai '987 
teaches a broad genus of pain using a broad genus of salts of formula II. Thus, the 
aforementioned claims of the instant application are substantially overlapping in scope 
as discussed hereinabove and are prima facie obvious over the cited claims of U.S. 
Patent 7,410,987 B2. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 11, 13, 15, and 25 are rejected under 35 U.S.C. 103 (a) as being 
unpatentable over Tokai et al. (U.S. 7,410,987 B2). 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Tokai et al. teach a method of treating pain comprising administering to a patient 
in need thereof a pharmaceutically effective amount of a K-opioid receptor agonist of the 
general formula III and salts thereof, 
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wherein R1 is acyl, R2 is halogen, R3 is an alkoxy group, R4 is an alkyl, R5 is A2R6, A1 
and A2 are alkylene groups and R6 is an alkoxy group (see col. 3, lines 53-67 and col. 
4, lines 1-12 and 21-54). Tokai et al. further teach compound C and salts of the 
invention including tartrate salts (applicant's elected species; see col. 6, lines 23-34 and 
col. 12, lines 1-20). Tokai et al. further teach the present compounds have excellent k- 
opioid receptor agonist activities and antinociceptive actions and therefore may be 
useful as therapeutic agents of pain (see col. 76, lines 19-23). 



Tokai et al. do not teach a method of treating chronic pain or continuous 
administration of the aforementioned compounds. 

However, it is well within the purview of the skilled artisan to administer the 
aforementioned compounds for chronic pain give that Tokai teach the aforementioned 
compounds as therapeutic agents for pain and chronic pain is a type of pain. Moreover, 
given the nature of chronic pain which persists for an extended period of time, one of 
ordinary skill in the art would have found it obvious to administer the aforementioned 
compounds continuously in order to provide extended relief to patients suffering from 
chronic pain. 
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Thus, to one of ordinary skill in the art at the time of the invention would have 
found it obvious to utilize the compounds of Tokai et al. to treat chronic pain since Tokai 
teach the use of his compounds for pain and chronic pain is a type of pain. Moreover, 
one of ordinary skill in the art would have found it obvious to administer the method 
continuously since chronic pain persists for a long period of time and continuous 
administration would provide extended relief to such patients. Thus given the teachings 
of Tokai et al., one of ordinary skill would have been motivated to utilize the method of 
Tokai et al. to treat chronic pain with the reasonable expectation of providing a method 
that is efficient in treating chronic pain and effective in providing therapeutic relief to 
chronic pain sufferers. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samira Jean-Louis whose telephone number is 571- 
270-3503. The examiner can normally be reached on 7:30-6 PM EST M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/S.J. L.I 

Examiner, Art Unit 1617 
12/23/2008 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



